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§ 201.319 Water-soluble gums, hydrophilic
gums, and hydrophilic mucilloids (includ-
ing, but not limited to agar, alginic acid,
calcium polycarbophil,
carboxymethylcellulose sodium, carra-
geenan, chondrus, glucomannan ((B-1,4,
linked) polymannose acetate), guar gum,
karaya gum, kelp, methylcellulose,
plantago seed (psyllium), polycarbophil,
tragacanth, and xanthan gum) as active
ingredients; required warnings and direc-
tions.

* * * * *

(b) Any drug products for human use con-
taining a water-soluble gum, hydrophilic
gum, or hydrophilic mucilloid as an active
ingredient in an oral dosage form when mar-
keted in a dry or incompletely hydrated
form as described in paragraph (a) of this
section are misbranded within the meaning
of section 502 of the Federal Food, Drug, and
Cosmetic Act unless their labeling bears the
following warnings and directions in bold
print and capital letters:

‘‘WARNINGS: TAKING THIS PRODUCT
WITHOUT ADEQUATE FLUID MAY CAUSE
IT TO SWELL AND BLOCK YOUR THROAT
OR ESOPHAGUS AND MAY CAUSE CHOK-
ING. DO NOT TAKE THIS PRODUCT IF
YOU HAVE DIFFICULTY IN SWALLOWING.
IF YOU EXPERIENCE CHEST PAIN, VOM-
ITING, OR DIFFICULTY IN SWALLOWING
OR BREATHING AFTER TAKING THIS
PRODUCT, SEEK IMMEDIATE MEDICAL
ATTENTION.’’

DIRECTIONS:’’ (Select one of the following,
as appropriate: ‘‘TAKE’’ or ‘‘MIX’’) ‘‘THIS
PRODUCT (CHILD OR ADULT DOSE) WITH
AT LEAST 8 OUNCES (A FULL GLASS) OF
WATER OR OTHER FLUID. TAKING THIS
PRODUCT WITHOUT ENOUGH LIQUID
MAY CAUSE CHOKING. SEE WARNINGS.’’

* * * * *

§ 201.320 Warning statements for drug
products containing or manufac-
tured with chlorofluorocarbons or
other ozone-depleting substances.

(a)(1) All drug products containing or
manufactured with chlorofluoro-
carbons, halons, carbon tetrachloride,
methyl chloride, or any other class I
substance designated by the Environ-
mental Protection Agency (EPA) shall,
except as provided in paragraph (b) or
(c) of this section, bear the following
warning statement:

Warning: Contains [or Manufactured with,
if applicable] [insert name of substance], a sub-
stance which harms public health and the
environment by destroying ozone in the
upper atmosphere.

(2) The warning statement shall be
clearly legible and conspicuous on the
product, its immediate container, its
outer packaging, or other labeling in
accordance with the requirements of 40
CFR part 82 and appear with such
prominence and conspicuousness as to
render it likely to be read and under-
stood by consumers under normal con-
ditions of purchase.

(b)(1) For prescription drug products
for human use, the following alter-
native warning statement may be used:

NOTE: The indented statement below is re-
quired by the Federal government’s Clean
Air Act for all products containing or manu-
factured with chlorofluorocarbons (CFC’s)
[or name of other class I substance, if appli-
cable]:

This product contains [or is manufactured
with, if applicable] [insert name of substance],
a substance which harms the environment by
destroying ozone in the upper atmosphere.

Your physician has determined that this
product is likely to help your personal
health. USE THIS PRODUCT AS DIRECTED,
UNLESS INSTRUCTED TO DO OTHERWISE
BY YOUR PHYSICIAN. If you have any ques-
tions about alternatives, consult with your
physician.

(2) The warning statement shall be
clearly legible and conspicuous on the
product, its immediate container, its
outer packaging, or other labeling in
accordance with the requirements of 40
CFR part 82 and appear with such
prominence and conspicuousness as to
render it likely to be read and under-
stood by consumers under normal con-
ditions of purchase.

(3) If the warning statement in para-
graph (b)(1) of this section is used, the
following warning statement must be
placed on the package labeling in-
tended to be read by the physician
(physician package insert) after the
‘‘How supplied’’ section, which de-
scribes special handling and storage
conditions on the physician labeling:

NOTE: The indented statement below is re-
quired by the Federal government’s Clean
Air Act for all products containing or manu-
factured with chlorofluorocarbons (CFC’s)
[or name of other class I substance, if appli-
cable]:

WARNING: Contains [or Manufactured with,
if applicable] [insert name of substance], a sub-
stance which harms public health and the
environment by destroying ozone in the
upper atmosphere.
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A notice similar to the above WARNING
has been placed in the information for the
patient [or patient information leaflet, if ap-
plicable] of this product under the Environ-
mental Protection Agency’s (EPA’s) regula-
tions. The patient’s warning states that the
patient should consult his or her physician if
there are questions about alternatives.

(c)(1) For over-the-counter drug prod-
ucts for human use, the following al-
ternative warning statement may be
used:

NOTE: The indented statement below is re-
quired by the Federal government’s Clean
Air Act for all products containing or manu-
factured with chlorofluorocarbons (CFC’s)
[or other class I substance, if applicable]:

WARNING: Contains [or Manufactured with,
if applicable] [insert name of substance], a sub-
stance which harms public health and envi-
ronment by destroying ozone in the upper at-
mosphere.

CONSULT WITH YOUR PHYSICIAN OR
HEALTH PROFESSIONAL IF YOU HAVE
ANY QUESTION ABOUT THE USE OF THIS
PRODUCT.

(2) The warning statement shall be
clearly legible and conspicuous on the
product, its immediate container, its
outer packaging, or other labeling in
accordance with the requirements of 40
CFR part 82 and appear with such
prominence and conspicuousness as to
render it likely to be read and under-
stood by consumers under normal con-
ditions of purchase.

(d) This section does not replace or
relieve a person from any requirements
imposed under 40 CFR part 82.

[61 FR 20100, May 3, 1996]

§ 201.322 Over-the-counter drug prod-
ucts containing internal analgesic/
antipyretic active ingredients; re-
quired alcohol warning.

(a) People who regularly consume
large quantities of alcohol (three or
more drinks every day) have an in-
creased risk of adverse effects (possible
liver damage or gastrointestinal bleed-
ing). OTC drug products containing in-
ternal analgesic/antipyretic active in-
gredients may cause similar adverse ef-
fects. FDA concludes that the labeling
of OTC drug products containing inter-
nal analgesic/antipyretic active ingre-
dients should advise consumers with a
history of heavy alcohol use to consult
a physician. Accordingly, any OTC
drug product, labeled for adult use,

containing any internal analgesic/anti-
pyretic active ingredients (including,
but not limited to, acetaminophen, as-
pirin, carbaspirin calcium, choline sa-
licylate, ibuprofen, ketoprofen, magne-
sium salicylate, naproxen sodium, and
sodium salicylate) alone or in combina-
tion shall bear an alcohol warning
statement in its labeling as follows:

(1) Acetaminophen. ‘‘Alcohol Warn-
ing’’ [heading in boldface type]: ‘‘If you
consume 3 or more alcoholic drinks
every day, ask your doctor whether
you should take acetaminophen or
other pain relievers/fever reducers. Ac-
etaminophen may cause liver damage.’’

(2) Nonsteroidal anti-inflammatory an-
algesic/antipyretic active ingredients—in-
cluding but not limited to aspirin,
carbaspirin calcium, choline salicylate,
ibuprofen, ketoprofen, magnesium salicy-
late, naproxen sodium, and sodium salicy-
late. ‘‘Alcohol Warning’’ [heading in
boldface type]: ‘‘If you consume 3 or
more alcoholic drinks every day, ask
your doctor whether you should take
[insert one nonsteroidal anti-inflam-
matory analgesic/antipyretic active in-
gredient] or other pain relievers/fever
reducers. [Insert one nonsteroidal anti-
inflammatory analgesic/antipyretic ac-
tive ingredient] may cause stomach
bleeding.’’

(3) Combinations of acetaminophen with
nonsteroidal anti-inflammatory analgesic/
antipyretic active ingredients—including
but not limited to aspirin, carbaspirin cal-
cium, choline salicylate, ibuprofen,
ketoprofen, magnesium salicylate,
naproxen sodium, and sodium salicylate.
‘‘Alcohol Warning’’ [heading in bold-
face type]: ‘‘If you consume 3 or more
alcoholic drinks every day, ask your
doctor whether you should take [insert
acetaminophen and one nonsteroidal
anti-inflammatory analgesic/anti-
pyretic active ingredient—including,
but not limited to aspirin, carbaspirin
calcium, choline salicylate, magnesium
salicylate, or sodium salicylate] or
other pain relievers/fever reducers. [Ac-
etaminophen and (insert one nonste-
roidal anti-inflammatory analgesic/
antipyretic ingredient—including, but
not limited to aspirin, carbaspirin cal-
cium, choline salicylate, magnesium
salicylate, or sodium salicylate] may
cause liver damage and stomach bleed-
ing.’’
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